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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Gianotti (US 
5,836,962). 

3. Gianotti discloses a medical device (1 ) comprising a membrane (5) and 
reinforcement fibers (4) coupled to said membrane to form a composite structure. 

4. Claims 1-5, 13, 18-20 rejected under 35 U.S.C. 102(b) as being anticipated by 
Packard (US 4,646,742). 

5. Packard discloses: a medical device configured to be disposed within a body 
lumen (10), said device comprising: a membrane (24); and reinforcement fibers (60, Fig. 
2) coupled to said membrane to form a composite structure therefrom. Claim 2 and 48: 
further comprising a frame (12) attached to said composite structure to hold said 
membrane in a desired shape, said frame comprising a proximal end (for example 14) 
and a distal end (for example 28). Claim 3, 48, and 53: further comprising an elongated 
member (62,64) configured to transport said device to an appropriate location in said 
body lumen. Claim 4: wherein said elongated member comprises a guide wire attached 
(for example at 66, Fig. 4) to at least one of said frame or said composite structure. 
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Claim 5: the proximal end of said frame is remote from said membrane (see Fig. 1). 
Claim 13: the frame is configured to allow said guide wire to move freely in axial, radial, 
tangential and rotational directions within said frame when said frame is in an expanded 
state without influencing the position and shape of said device. Claim 18: further 
comprising a hollow tube (52) advanceable into a region at least partially enclosed by 
said composite structure when said composite structure is in an open state (Fig. 1, 2). 
Claim 1 9, the guide wire is configured to fit within said hollow tube (Fig. 1 ). Claim 20, 
the tube is configured (capable of) to perform at least one of a suction, flushing, 
inspection, measuring, clot-breaking, and retrieval device introduction functions while 
said tube is advanced into said at least partially enclosed region (in that the tube is 
capable of performing suction when the guidewire is removed). 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1 -5, 8, 9, 1 3, 1 5, 1 8-21 , 41 , 42, 48, 51 , 52 and 55-59 are rejected under 
35 U.S.C. 1 03(a) as being unpatentable over Tsugita (US 6,371 ,064) in view of Gianotti 
(US 5,836,962). 
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8. Regarding claim 1 and 48, Tsugita discloses a medical device configured to be 
disposed within a body lumen, said device comprising a mesh of braided fibers (25). 

9. Tsugita does not disclose that the fibers are reinforcement fibers coupled to a 
membrane to form a composite structure. However Gianotti discloses a mesh of braided 
fibers similar to that of Tsugita, where each fiber is a composite structure (2) (C1 :L52- 
53) formed from reinforcement fibers (4) coupled to a membrane (5). Gianotti discusses 
the advantages of using a composite fiber to increase biocompatibility without 
compromising necessary stiffness (C1 :L29-49) as well as providing the ability to 
incorporate contrast medium for better positioning the device (C3:L58-62) and the ability 
to provide drug delivery (C4:L31-65). It would have been obvious to one having ordinary 
skill in the art at the time of the invention to incorporate these composite fibers in place 
of the fibers used in the filter of Tsugita to achieve the advantages taught by Gianotti. 
As such, the combination would result in the fibers of Tsugita (25) becoming fibers 
coupled to a membrane to form the composite structure. 

10. Additionally modified Tsugita discloses: Claim 2 and 48: further comprising a 
frame (22) attached to the fibers (mesh 25) to hold the fibers in a desired shape, said 
frame comprising a proximal end (111) and a distal end (1 1 2); Claim 3 and 48: further 
comprising an elongated member (30) configured to transport said device to an 
appropriate location in said body lumen; Claim 4 and 52: wherein said elongated 
member comprises a guide wire (30) attached to at least one of said frame or said 
composite structure (Fig. 4c); Claim 5: wherein said proximal end of said frame is 
remote from said membrane (Fig. 4c); Claim 8: further comprising a plurality of slide 
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rings (111, 112), each of said slide rings connected to opposing ends of said device 
such that said slide rings are responsive to displacement forces imparted thereto by 
said guide wire; Claim 9: wherein the reinforcement fibers are directly attached to one of 
said slide rings and said distal end of said frame; Claim 13: wherein said frame is 
configured to allow said guide wire to move freely in axial, radial, tangential and 
rotational directions within said frame when said frame is in an expanded state without 
influencing the position and shape of said device (C2:L58-63); Claim 15: wherein said 
frame has elongated struts (181) that define attachment points at said proximal end to 
facilitate connection of said frame to said guide wire (Fig. 16a); Claim 18: further 
comprising a hollow tube (10)advance able into a region at least partially enclosed by 
said composite structure when said composite structure is in an open state; Claim 19: 
said guide wire is configured to fit within said hollow tube (C10:L40-55); Claim 20: said 
tube is configured to perform at least one of a suction, flushing, inspection, measuring, 
clot-breaking, and retrieval device introduction functions while said tube is advanced 
into said at least partially enclosed region (angioplasty C10:L45); Claim 21 : said hollow 
tube is dimensioned to serve as a removal sheath for said device; Claim 41 : wherein 
said composite structure is a filter that is expandable into an expanded state, said filter 
comprising a substantially closed distal end and an open proximal end such that said 
filter tapers from said proximal end to said distal end (Fig. 16a); Claim 42: further 
comprising a reservoir (defined by membrane 22) in said filter that extends from said 
distal end, said reservoir defining a debris storage space; Claim 51 : and a plurality of 
stops (167, 168; C14:L53-57) affixed to said guide wire such that upon contact between 
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one of said stops and one of said first or second rings due to movement of said 
elongated member, said device moves either into or out of said body lumen. 
1 1 . Regarding claim 55: modified Tsugita teaches first coupled to the membrane and 
second fibers coupled to the frame (even though all fibers would be the same, some 
can be chosen to be in the first group and some chosen to be in the second group) and 
a guidewire (30) coupled to the frame (22) and the composite structure (25) (Fig. 4c); 
Claim 56: the first fibers are reinforcement fibers; Claim 57: the frame is attached to the 
composite structure through the reinforcement fibers; Claim 58: the material making up 
the first and second fibers is the same; And Claim 59: the reinforcement fibers are 
discontinuous (since there are multiple fibers) and dispersed throughout said membrane 
(Fig. 3). 



12. Claims 6, 10, 16 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tsugita in view of Gianotti as applied to claims above, and further in 
view of Daniel (US 5,814,064). 

1 3. Tsugita modified by Gianotti does not disclose that which is taught by Daniel. 
Daniel teaches a filter device that comprises pulling fibers (222) connecting said 
proximal end of said frame to said guide wire (indirectly) to enable said device to be 
retracted into a removal sheath by a pulling force on said guide wire in order to retrieve 
said device from said body lumen (C9:L64-C10:L2). The fibers are connected to 
attachment points by means of attachment holes (220) disposed therein. 
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14. As to claim 17, Daniel teaches a fiber connected to attachment points but is silent 
as to how the fibers are attached. The claimed phrase "by gluing or welding" is being 
treated as a Product by Process limitation that is that is the fibers are attached by the 
process of gluing or welding. As set forth in the MPEP 2113, "Even though product-by- 
process claims are limited by and defined by the process, determination of patentability 
is based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-by-process claim is the same as or 
obvious from a product of the prior art, the claim is unpatentable even though the prior 
product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) (citations omitted) (See MPEP § 2113). Examiner will thus 
evaluate the product claims without giving much weight to the method of its 
manufacture. 



Response to Arguments 

1 5. Applicant's arguments filed 03/1 0/09 have been fully considered. Examiner has 
determined that part of the argument is persuasive while the other part is not. Upon 
further consideration, a new ground(s) of rejection is made in view of a different 
interpretation of previously applied art to better clarify examiner's position. A new 
ground(s) of rejection is also made in view of newly found art. 

16. Applicant argues that the combination of Tsugita and Gianotti does not reveal a 
structure where a membrane is reinforced with a fiber. Examiner previously cited 
Tsugita's mesh (25) as the membrane where the wires making up the membrane were 
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modified by Gianotti's reinforced fiber. Examiner finds applicant's position persuasive 
that this combination does not result in a membrane coupled to fibers to form a 
composite, but rather results in a membrane made from reinforced fibers. 
1 7. Applicant goes on to state that Gianotti shows a composite fiber which is readily 
distinguished from a fiber reinforcing membrane. Here, examiner respectfully disagrees. 
Gianotti alone, in the broadest reasonable interpretation of the term "membrane" does in 
fact teach a reinforcement fiber coupled to a membrane to form a composite as stated 
above in the 1 02 rejection. Thus the using Gianotti's fibers to form the filter of Tsugita as 
presented above in the 103 rejection does result in filter structure as claimed. 



Conclusion 

18. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Other references that would anticipate a portion of the claims 
include Lau (US 5,919,225); Majercak (US 2003/0225447); Broome (US 6,974,469) 
Kuslieka (US 2003/0171770) and Thompson (US 5,957,974). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH HOUSTON whose telephone number is 
(571)272-7134. The examiner can normally be reached on M-F 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. H./ 

Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
10/01/09 



